Kennedy, Mary 


From: 

Stewart, Jo 

Sent: 

Tuesday, March 27, 2012 4:59 PM 

To: 

Eappen, Sunil; Kennedy, Mary 

Cc: 

Belkner, Linda; Donnelly, Greg; Lowell, Eileen 

Subject: 

RE: Eye Block 

Sunny, 



An interesting note is that we received 300 block syringes and prior to my hearing about any concern we used 
approximately 170. It may be that poor results were seen and it was not attributed to the blocks. 

It is important to communicate any issue even if it may seem isolated. 


NECC is New England Compounding Center they compounded the block solutions; they are taking this very seriously and 
will quarantine the next batch prior to delivery to us. 

As far as reporting; since we know the source (NECC) and it was a compounded product; I am not sure what reporting 
would provide us. 

If this was a commercial product I would feel differently. This appears to by an internal issue at NECC. 

I believe NECC will complete a root cause especially in light of the calculations not matching the testing results. 

Please let me know if you need me to do anything further. 

Thanks 

Jo 


Original Message 

From: Eappen, Sunil 

Sent: Tuesday, March 27, 2012 4:18 PM 

To: Stewart, Jo; Kennedy, Mary 

Cc: Belkner, Linda; Donnelly, Greg; Lowell, Eileen 

Subject: RE: Eye Block 

Well, this does explain the lack of efficacy of the blocks on those two days. We did have 2 patient complaints as 
well during that time period specifically due to the lack of analgesia (as well as stinging on injection). 

What is NECC? 

It does seem like something we need to report to the FDA. 

Does the manufacturer know? What will they do? 

Sunny 


From: Stewart, Jo 

Sent: Tuesday, March 27, 2012 12:27 PM 
To: Kennedy, Mary 

Cc: Eappen, Sunil; Belkner, Linda; Donnelly, Greg; Lowell, Eileen 

Subject: Eye Block 
Importance: High 


■w 

DOJ_N ECC003480697 




Hi, 


I received a phone call from NECC this morning (11:45am) with the results of the Eye Block solution lot 
#02212012; this lot came back with unanticipated results (see the attached document Block A). 

Unfortunately, the Lidocaine concentration came back sub-potent. Additionally, they tested out next batch (lot 
#03062012); this lot as you can see from the attached document Block B was fine. 

The Director of Pharmacy (DOP) at NECC is taking this very seriously especially since the batch sheet math 
calculations appeared accurate. 

Consequently, the DOP wants to quarantine our next batch and send it out for potency testing prior to delivery. I 
have defined our next order to be in 10 days; hence, they will compound the Eye Block, send out for testing and 
release the lot once the testing has come back. 

Please let me know if you need anything further. 

Thanks 

Jo 

Jo Stewart RPh, MS 

Pharmacy Manager 

Massachusetts Eye and Ear Infirmary 

243 Charles St 

Boston, MA 02114-3096 

617-573-3532 

FAX 617-573-3545 

e-mail: io stewart@MEEI.harvard.edu 


DOJ NECC003480698 
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ANALYTICAL RESEARCH I^ABORATOfj 

840 RESEARCH PARKWAY, SUITE 546 
OKLAHOMA CITY, OK 73104 
PHONE (405)271-1144 
FAX (405) 271 -1174 


Certificate Of Analysis 

CL I ENT l New England Compounding Center-MA 


ARL #: 171267-01 

LOT #: 02212012^91 

DESCRIPTION: 


Lidocaine 1 % / Bupivacaine 0.375% (PF) Eye Block 


DATE RECEIVED, ^>3/15/2012 ■ 

STORAGE: 2®C to 8°C (35.6 8 F to 46.4°F) 

CONTAI INTER: One 10 xnL syringe 


Analyte / Specifications 

Expected 

Amount 

r 

Units 


Of EXP. 

(Test 

Methdc 

1 Date 
[ Tested 

Lidocaine HO 

Specifications = 90 % ■ 110% 

1.0 

% 

0.233 

23.3% 

HPLC 

[3/19/2012 

Bupivacaine HQ 

Specifications ” 90% -115% 

0.375 

% 

0.384 

102.4% 

HPL« 

3/19/2012 


1.0 

% 

0.238 

23.8% . 

HP J 

3/19/2012 

Lidocaine HQ Average 

Specifications - 90% - 110% 

1.0 

% 

0.235 

23.5% 

uJ 

! 3/19/2012 


alex tang - Laboratory Supervisor 


03/19/2012 

Date Reportef 4JU- Form qM 


Results reported above relate only to die sample that t Pfw tested. 
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ANALYTICAL RESEARCH LA BO RATO! 


IES 


840 RESEARCH PARKWAY, SUITE 546 
OKLAHOMA CITY, OK 73104 
PHONE (405) 271-1144 
FAX (405} 271 -1174 


Certificate Of Analysis 

CL I E N T : New Englan d Compounding Center-MA 


ARL #: 171229-01 

LOT m 03062012085 

DESCRIPTION: Iidocaine 1%/Bttpivacaine 0.375% (PF) Eye Block 

DATE RECEIVED: 03/15/2012 

STORAGE: 2°C to 8°C (35.6 6 F to 46.4’F) 

CONTAINER: One 10 mL syringe 


Analyte / Specifications 

Expected 

Amount 

Units 

Results 

or exp. 

Tesl 

Date 

Tested 

Lidocaine HQ 

Specifications = 90% - 110% 

1.0 

% 

1.003 

100.3% 

HPI.J 

3/19/2012 

Bupivacaine HOI 

Specifications - 90% - 115% 

0.375 

% 

0.370 

98.7% 

HPlJ| 

; 3/19/2012 


alex tang - Laboratory Supervisor 


03/19/2012 
Date Reported 


03/05/2010 


Result* reported abwe'relnte nitty- to the sample that K*(CT tested. 
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